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Fax-on-Demand
Telephone: (202) 401-0527
Item No.  6123

3/9/00 DRAFT PESTICIDE REGISTRATION (PR) NOTICE 00-?

NOTICE TO MANUFACTURERS, FORMULATORS, PRODUCERS, 
AND REGISTRANTS OF PESTICIDE PRODUCTS

ATTENTION:Persons Responsible for Federal Registration and Reregistration of Pesticide
Products

SUBJECT:Insect Repellents: Labeling Restrictions for Use on Infants and Children and
Restrictions on Food Fragrances and Colors

This notice presents EPA’s policy on insect repellent claims targeted for use specifically on infants
and children.  Such products have typically borne statements such as, “Outdoor Protection for

Kids” or “...for children” or “...for kids” or graphics featuring pictures of children.  EPA believes
that all claims as well as pictures of food or items predominantly associated with infants and

children (e.g., toys) may be misleading and the Agency does not intend to approve such claims in
future registration applications.  The Agency is also initiating a Label Improvement Program for

existing products.  This PR Notice outlines the procedure and time frame for registrants of
currently registered insect repellents with claims targeted for use specifically on infants and

children or containing food colors or fragrances to make appropriate changes to product labels. 
EPA believes that the label changes and policy clarification set forth in this PR Notice will reduce

risks associated with the use of currently registered products and will improve consumer
understanding.  Additionally, this PR Notice states EPA's current position on insect repellents
formulated to contain colors and fragrances predominantly associated with food (e.g., grape,

watermelon, or orange).  The Center for Disease Control (CDC) has reviewed and concurred with
this notice.  The Agency invites comment on the position(s) we have put forward and may modify

our policy based on public comment.

I.BACKGROUND

A.  Label Claims Targeted for Infants and Children

A pesticide is considered misbranded if its labeling is false or misleading in any particular
including pesticidal and non-pesticidal claims [FIFRA Section 2q(1)(A)].  False or misleading

statements include claims as to the safety of the pesticide or its ingredients (40 CFR
156.10(a)(5)(ix).  Products bearing such claims may be subject to enforcement action under
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Sections 12 and 13 of the Federal Insecticide Fungicide and Rodenticide Act (FIFRA).  Insect
repellents that are labeled specifically for use on infants and children may be interpreted to imply

that these pesticides are specially formulated for children.  Since these products are not
formulated differently for children than they are for adults, labeling targeted for infants and
children may be misleading to the consumer.  Further, EPA is concerned that packaging and

labeling specifically targeted to children may encourage inappropriate handling and use of such
products by children notwithstanding the presence of lower profile label language prohibiting

handling or use by children.

EPA initially stated its position in the DEET Reregistration Eligibility Decision (RED), published
December 1998.  In that RED, which applies only to DEET products, EPA stated that any
repellent products containing DEET with child safety claims are ineligible for reregistration

because the Agency regards such claims as misleading.  

The Agency is concerned that children may not properly apply insect repellents.  An EPA fact
sheet entitled “How to Use Insect Repellents Safely” (NTIS No. 735-F-93-052R) was published
in April 1998 and outlines seven key recommendations on using insect repellents safely.  In the

fact sheet, EPA recommends the following precautions when using insect repellents:

<Repellents should be applied only to exposed skin and/or clothing (as directed on the product
label).  Do not use under clothing.

<Never use repellents over cuts, wounds, or irritated skin.

<Do not apply near eyes and mouth, and apply sparingly around ears.  When using sprays, do not
spray directly into face; spray on hands first and then apply to face.

<Do not allow children to handle this product, and do not apply to children’s hands.  When using
on children, apply to your own hands and then put it on the child.

<Do not spray in enclosed areas.  Avoid breathing a spray product, and do not use it near food.

<Use just enough repellent to cover exposed skin and/or clothing.  Heavy application and
saturation is unnecessary for effectiveness; if biting insects do not respond to a thin film of

repellent, apply a bit more.

<After returning indoors, wash treated skin with soap and water or bathe.  This is particularly
important when repellents are used repeatedly in a day or on consecutive days.  Also, wash

treated clothing before wearing it again.

B.Food Fragrances
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Since food or food-like fragrances (e.g., fruit, food flavorings) could be attractive to children and
create a hazard, a Policy and Criteria Notice (No. 2155.1) was published November 20, 1975
establishing pesticides with food or food-like fragrances as unacceptable for registration.  This

notice found other fragrances such as pine or floral not to be a problem and acceptable for
registration.

However, in a memorandum dated September 24, 1993, the Registration Division rescinded the
food fragrance policy established in 1975.  The memorandum stated that "[a] review of the
benefits of this policy concluded that there are no scientific data which demonstrate that the

addition of a food or food-like fragrance to a pesticide formulation increases the likelihood of
accidental ingestion.  In addition, many of the pesticide products which are most likely to be

ingested by children (i.e., antimicrobials and bait-type rodenticides) are specifically exempted from
the proscriptions of the policy."  In February, 2000, the Office of Pesticide Programs issued a
memorandum that determined that given the concern for potential unnecessary exposure to

children, it is appropriate to modify the 1993 decision such that references to food or food-like
substances would be discouraged by EPA and may be considered unacceptable if printed on an
insect repellent label.   Since insect repellents are a household item used on children, there is an
increased likelihood of accidental ingestion if the fragrance is predominately associated with a

food (e.g. grape, watermelon, orange) and appealing to children.  

II. RATIONALE FOR DISALLOWING INSECT REPELLENTS TO BE LABELED
SPECIFICALLY FOR INFANTS, CHILDREN, OR KIDS

The Agency believes there is no factual basis to support a claim that some insect repellents pose
significantly lower risk to infants and children nor that they are more efficacious for infants and

children.  Since product performance studies do not demonstrate that insect repellents are safer or
more efficacious for infants and children, the Agency considers any statement on the label
implying that a product is formulated for kids or children to be potentially misleading.  A
statement that a repellent offers specific protection for infants and children would not be

acceptable because it may be construed as an implied safety claim.  EPA regulations specify that
safety claims for pesticides are, on their face, false or misleading, 40 CFR 156.10(a)(5)(ix).  The

Agency believes there is no factual basis to support a claim that certain products pose significantly
lower risk to infants and children.  If parents believe that such products are safer than adult

products, they may, for example, allow children to use them without adequate supervision or may
overuse the products on their infants and children.

III. RATIONALE FOR DISALLOWING FOOD COLORS AND FRAGRANCES IN
INSECT REPELLENT PRODUCTS

The Agency believes that insect repellent products formulated with food fragrances may attract
children to ingest the product.  Insect repellents should, therefore, avoid fragrances predominately

associated with food (e.g., grape, watermelon, orange).  Fragrances associated with non-food
uses such as perfumes (e.g., floral scents), home products (e.g., lemon, mint), and sunscreens

(e.g., coconut) would not be considered especially attractive to children and would not be subject
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to this PR Notice.  References to food or food-like substances are considered unacceptable by
EPA if printed on an insect repellent label. 

Statements, words, or graphics that mention or picture any type of food (e.g., grape, berry, or
melon) may mislead a consumer particularly an infant or child that the pesticide is edible.  EPA is
recommending advertisements reflecting food scents or pictures not be used on insect repellent
labels to help decrease the likelihood that consumers will think it is acceptable to ingest these

products.  Additionally, insect repellents should not be labeled with text considered to be
predominantly associated with food.  Colors may be used in the repellent formulation and printed

on the label if they are not referred to as a food.  Purple, for example, would be considered
acceptable, but grape color would not.

IV. WHAT REGISTRANTS SHOULD DO

A. Statements and Graphics not Allowed on the Label

Products with statements, words, pictures, or graphics on the label specifically targeted for infants
or children may not be considered acceptable by the Agency.  Pictures of infants or children
(without adults) as well as statements such as "For Kids" should not be printed on the label. 

Registrants are encouraged to remove all direct or indirect claims of child safety from the label of
insect repellent end-use products.  Statements, graphics, fragrances, and names of colors

associated with food products such as grape, berry, or melon should not be printed on the label.

B.   Statements Allowed on the Label

Statements such as "This repellent may be used for the entire family", "This repellent is suitable
for the entire family", "For use on the whole family", or "May be used on children and adults" may
appear on the label provided that the "Directions for Use" section include appropriate instructions

for use on both adults and children.  The "Directions for Use" section should also include a
statement such as "Do not allow children under 10 to apply this product" or "An adult should

apply this product to children under 10."  This type of statement will help ensure children do not
misapply or misuse insect repellents. 

Based on the available toxicity data, EPA will permit appropriate restrictions for application
frequencies to the skin and/or clothing.  Such limitations will also be part of the “Directions for

Use” section of the label. Examples of statements that would be allowed under the “Directions for
Use” are: “Do not apply more than “X” times per day to children” or “Do not use on children

under “X” years old.” A registrant who wishes to restrict use on infants and children is
encouraged to include such statements on revised labels submitted in response to this notice.  

Pictures of children with adults or an entire family may be printed on the label.  Graphics that do
not illustrate food or target children are appropriate on an insect repellent label.  References to

colors such as purple or blue would be allowed; whereas, reference to grape or berry may entice a
child to ingest the product.  
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B.  Procedure

Registrants of insect repellents bearing targeted claims to protect infants and children are
encouraged to amend their labels to delete such statements or amend the statements according to
this notice.  Registrants with food flavors or colors may need to amend their formulations or may
be able to comply with this Notice by changing the graphics and wording on the label.  To do so,

registrants should submit EPA Form No. 8570-1 Application for Pesticide
Registration/Amendment and five copies of the revised label to EPA for approval.  The

application should indicate compliance with PR Notice 00-?.  This application should be sent to:

Document Processing Desk (AMEND)
Office of Pesticide Programs (7504C)

U.S. Environmental Protection Agency
1200 Pennsylvania Ave, N.W.
Washington, DC 20460-0001

V.COMPLIANCE DATES

Effective immediately, EPA does not intend to approve applications for registration that make
unacceptable claims targeted to infants and children, including pending applications for insect

repellents.  As of March 1, 2001, EPA will be asking registrants not to sell or distribute product
bearing unacceptable claims relating to use on infants and children.  Registrants that do not adopt
the label changes set forth in this policy may result in the issuance of a notice of intent to cancel or

an enforcement action. 

VI. EXISTING STOCKS PROVISIONS

Products in channels of trade may be sold or distributed by persons other than the registrant or
supplemental registrants until March 1, 2003. 

VII. FOR ADDITIONAL INFORMATION

If you have questions regarding this PR Notice, contact:

Robyn Rose
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1200 Pennsylvania Ave, N.W., 7511C
Washington, DC 20460
phone:  (703) 308-9581
fax:       (703) 308-7026

e-mail: rose.robyn@epa.gov

                                                   
Marcia E. Mulkey, Director

Office of Pesticide Programs, (7501C)


